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ISO (Mezinarodni organizace pro normalizaci)
je celosvétova federace narodnich
normaliza¢nich orgént (¢lent ISO).
Mezinarodni normy obvykle vypracovavaji
technické komise ISO. Kazdy ¢len ISO, ktery se
zajima o predmét, pro ktery byla vytvorena
technicka komise, ma pravo byt v této
technické komisi zastoupen. Prace se
zGc¢astnuji také vladni i nevladni mezinarodni

organizace, s nimiz ISO navazala pracovni styk.

ISO tzce spolupracuje s Mezinarodni
elektrotechnickou komisi (IEC) ve vsech
zalezitostech normalizace v elektrotechnice.

Postupy pouZité pri tvorbé tohoto dokumentu

a postupy urcené pro jeho dalsi udrzovani jsou
popsany ve smérnicich ISO/IEC, ¢ast 1. Zejména
se ma vénovat pozornost rozdilnym
schvalovacim kritériim potrebnym pro ruzné
druhy dokument ISO. Tento dokument byl
vypracovan v souladu s redak¢nimi pravidly
uvedenymi ve smérnicich ISO/IEC, Cast 2 (viz
www.iso.org/directives).

Upozornuje se na moznost, Ze nékteré prvky
tohoto dokumentu mohou byt predmétem
patentovych prav. ISO nelze Cinit odpovédnou
za identifikaci jakéhokoliv nebo vSech
patentovych prav. Podrobnosti o jakychkoliv
patentovych pravech identifikovanych béhem
pripravy tohoto dokumentu budou uvedeny

v uvodu a/nebo v seznamu patentovych
prohldseni obdrzenych ISO (viz
WWWw.iso.org/patents).

Jakykoliv obchodni nazev pouzity v tomto
dokumentu se uvadi jako informace pro
usnadnéni prace uzivateli a neznamena
schvaleni.

Vysvétleni nezévazného charakteru technickych
norem, vyznamu specifickych termint a vyrazu
ISO, které se vztahuji k posuzovani shody,
jakoz i informace o tom, jak ISO dodrzuje
zasady Svetové obchodni organizace (WTO)
tykajici se technickych prekazek obchodu (TBT),
jsou uvedeny na tomto odkazu URL:
www.iso.org/iso/foreword.html.

Tento dokument vypracovala technicka komise
ISO/TC 34 Potravindrské produkty, subkomise
SC 17 Systémy managementu bezpecnosti
potravin.

Jakakoli zpétna vazba nebo otazky tykajici se
tohoto dokumentu maji byt adresovany
narodnimu normaliza¢nimu organu uZzivatele.
Uplny seznam téchto organt lze nalézt na
adrese www.iso.org/members.html.

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member bodies).
The work of preparing International Standards is
normally carried out through ISO technical
committees. Each member body interested in
a subject for which a technical committee has
been established has the right to be
represented on that committee.

International organizations, governmental and
non-governmental, in liaison with ISO, also
take part in the work. ISO collaborates closely
with the International Electrotechnical
Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document
and those intended for its further maintenance
are described in the ISO/IEC Directives, Part 1. In
particular, the different approval criteria needed
for the different types of ISO documents should
be noted. This document was drafted in
accordance with the editorial rules of the
ISO/IEC Directives, Part 2 (see
www.iso.org/directives).

Attention is drawn to the possibility that some
of the elements of this document may be the
subject of patent rights. ISO shall not be held
responsible for identifying any or all such
patent rights. Details of any patent rights
identified during the development of the
document will be in the Introduction and/or on
the ISO list of patent declarations received
(see www.iso.org/patents).

Any trade name used in this document is
information given for the convenience of users
and does not constitute an endorsement.

For an explanation of the voluntary nature of
standards, the meaning of ISO specific terms
and expressions

related to conformity assessment, as well as
information about ISO,s adherence to the World
Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT) see
www.iso.org/iso/foreword.html.

This document was prepared by Technical
Committee ISO/TC 34, Food products,
Subcommittee SC 17, Man-

agement systems for food safety.

Any feedback or questions on this document
should be directed to the user,s national
standards body. A complete listing of these
bodies can be found at
www.iso.org/members.html.
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Toto druhé vydani zruSuje a nahrazuje prvni
vydani (ISO 22000:2005), které bylo technicky
revidovano prijetim posloupnosti revidovanych
kapitol. Obsahuje také technickou opravu ISO
22000:2005/Cor.1:2006.

Byly zaclenény dale uvedené prilohy s cilem
poskytnout uzivatelim tohoto dokumentu dalsi
informace:

- Priloha A: krizové odkazy mezi zasadami

v dokumentu KODEX HACCP a timto
dokumentem;

- Priloha B: krizové odkazy mezi timto
dokumentem a ISO 22000:2005.

Uvod
0.1 Obecne

Zavedeni systému managementu bezpecnosti
potravin (FSMS) je strategickym rozhodnutim
organizace, které miize pomoci zlep$it jeji
celkovou vykonnost v oblasti bezpecnosti
potravin. Potencidlni prinosy pro organizaci
zavedenim systému FSMS na zakladé tohoto
dokumentu jsou:

a) schopnost trvale poskytovat bezpecné
potraviny, produkty a sluzby, které splnuji
pozadavky zdkaznika a prislusné pozadavky
zékonu a predpist;

b) reSeni rizik souvisejicich s jejimi cili;

c) schopnost prokazovat shodu se
specifikovanymi pozadavky systému FSMS.
Tento dokument vyuziva procesni pristup (viz
0.3), ktery zahrnuje cyklus Planuj - Délej -
Kontroluj - Jednej (PDCA) (viz 0.3.2)

a zvazovani rizik (viz 0.3.3).

Procesni pristup umozinuje organizaci planovat
jeji procesy a vzéjemné vazby téchto procest.
Cyklus PDCA umoziuje organizaci ujistit se, ze
jsou pro jeji procesy zajistény odpovidajici
zdroje a Ze jsou nalezité rizeny, ze jsou
stanoveny prilezitosti ke zlepSovani a ze se
podle nich jedna.

Zvazovani rizik umoziuje organizaci urcit
faktory, které by mohly zpusobit odchyleni
jejich procesu a jejiho systému FSMS od
planovanych vysledku, zavést zpusoby rizeni
s cilem zabranit negativnim u¢inkiim nebo je
minimalizovat.

V tomto dokumentu se pouzivaji tyto slovesné
tvary:

- ,musi” vyjadruje pozadavek;

- ,ma" vyjadruje doporuceni;

This second edition cancels and replaces the
first edition (ISO 22000:2005), which has been
technically revised through the adoption of

a revised clause sequence. It also incorporates
the Technical Corrigendum

ISO 22000:2005/Cor.1:2006.

The following annexes are included to provide
the users of this document with further
information:

- Annex A: cross references between the
CODEX HACCP principles and this document;

- Annex B: cross reference between this
document and ISO 22000:2005.

Introduction
0.1 General

The adoption of a food safety management
system (FSMS) is a strategic decision for an
organization that can help to improve its overall
performance in food safety. The potential
benefits to an organization of implementing

a FSMS based on this document are:

a) the ability to consistently provide safe foods
and products and services that meet customer
and

applicable statutory and regulatory
requirements;

b) addressing risks associated with its
objectives;

c) the ability to demonstrate conformity to
specified FSMS requirements.

This document employs the process approach
(see 0.3), which incorporates the Plan-Do-Check-
Act (PDCA) cycle (see 0.3.2) and risk-based
thinking (see 0.3.3).

This process approach enables an organization
to plan its processes and their interactions.
The PDCA cycle enables an organization to
ensure that its processes are adequately
resourced and managed, and that opportunities
for improvement are determined and acted on.

Risk-based thinking enables an organization to
determine the factors that could cause its
processes and its FSMS to deviate from the
planned results, and to put in place controls to
prevent or minimize adverse effects.

In this document, the following verbal forms
are used:

- “shall” indicates a requirement;

- “should” indicates a recommendation;



- ,smi” vyjadruje dovoleni;

- ,muze" vyjadruje moznost nebo zpusobilost.
,POZNAMKY“ poskytuji ndvod pro pochopeni
nebo objasnéni pozadavkd v tomto dokumentu.

0.2 Zasady systému FSMS

Bezpecnost potravin souvisi s vyskytem
nebezpeci ohrozujicich bezpec¢nost potravin

v dobé spotreby (poziti spotrebitelem).
Nebezpeci ohrozujici bezpecnost potravin se
mize vyskytnout v jakémkoli stadiu
potravinového retézce. Proto je nezbytna
primérend kontrola v celém potravinovém
retézci. Bezpecnost potravin je zajisténa
spole¢nym usilim vSech stran v potravinovém
retézci. Tento dokument specifikuje pozadavky
na systém FSMS, ktery kombinuje dale uvedené
obecné uznavané klicové prvky:

- interaktivni komunikaci;

- systémovy management;

- programy nezbytnych predpokladu;

- zasady analyzy nebezpeci a kritickych
kontrolnich bodu (systém HACCP).

Tento dokument je navic zalozen na zasadach,
které jsou spolecné normam ISO pro systémy
managementu. Zasady managementu jsou:

- zameéreni na zakaznika;

- vedeni (leadership);

- angazovanost lidi;

- procesni pristup;

- zlepSovani;

- rozhodovani zalozené na faktech;
- management vztahu.

0.3 Procesni pristup
0.3.1 Obecné

- “may” indicates a permission;

- “can” indicates a possibility or a capability.
“NOTES” provide guidance in understanding
or clarifying the requirements in this
document.

0.2 FSMS principles

Food safety is related to the presence of food
safety hazards at the time of consumption
(intake by the consumer). Food safety hazards
can occur at any stage of the food chain.
Therefore, adequate control throughout the
food chain is essential. Food safety is ensured
through the combined efforts of all the parties in
the food chain. This document specifies the
requirements for a FSMS that combines the
following generally recognized key elements:

- interactive communication;
- system management;
- prerequisite programmes;
hazard analysis and critical control point
(HACCP) principles.
In addition, this document is based on the
principles that are common to ISO management
system standards. The management principles
are:
- customer focus;
- leadership;
- engagement of people;
- process approach;
- improvement;
- evidence-based decision making;
- relationship management.

0.3 Process approach
0.3.1 General



Tento dokument prijima procesni pristup pri
vyvoji a zavadéni systému FSMS a pri
zlepsovani jeho efektivnosti s cilem posilit
vyrobu bezpecnych produkti a zajistovani
sluzeb pri plnéni prislusnych pozadavku.
Pochopeni a rizeni vzajemné provazanych
procesu jako systému prispiva k efektivnosti

a ucinnosti organizace pri dosahovani
zamyslenych vysledkl. Procesni pristup
vyZaduje systematické vymezeni a management
procesu a jejich vzdjemnych vazeb tak, aby se
dosahlo zamyslenych vysledki v souladu

s politikou bezpecnosti potravin a strategickym
zamérenim organizace. Management procesu
a systému jako celku 1ze dosahnout pomoci
cyklu PDCA s celkovym zamérenim na
zvazovani rizik, jehoZ cilem je vyuzit prilezitosti
a zabranit nezddoucim vysledkim.

Uznani role a postaveni organizace v ramci
potravinového retézce je podstatné pro zajisténi
efektivni interaktivni komunikace v celém
potravinovém retézci.

0.3.2 Cyklus Planuj - Délej -

Kontroluj - Jednej
Cyklus PDCA lze strucné popsat takto:

Planuj:

stanov cile systému a jeho procest, zajisti
zdroje potrebné pro dosazeni vysledkl

a identifikuj rizika a prilezitosti a zameér se na
ne;

Délej:

zavadeéj to, co bylo naplanovano;

Kontroluj:

monitoruj a (prichdzi-li to v tvahu) mér
procesy a vysledné produkty a sluzby, analyzuj
a hodnot

informace a tdaje z ¢innosti monitorovani,
meéreni a ovérovacich ¢innosti a podavej zpravy
o vysledcich;

Jednej:

podle potreby prijimej opatreni pro zlepsovani
vykonnosti.

Procesni pristup pouzity v tomto dokumentu

a znazornény na obrazku 1 vyuziva koncepci
cyklu PDCA ve dvou trovnich. Prvni Groven
pokryva celkovy ramec systému FSMS
(kapitola 4 az kapitola 7 a kapitola 9 az kapitola
10). Druhd turoven (planovani a rizeni organizace)
pokryva provozni procesy v ramci systému
bezpecnosti potravin, jak je popsano v kapitole
8. Komunikace mezi témito dvéma trovnémi je
proto zasadni.

This document adopts a process approach when
developing and implementing a FSMS and
improving its effectiveness to enhance
production of safe products and services while
meeting applicable requirements.
Understanding and managing interrelated
processes as a system contributes to the
organization,s effectiveness and efficiency in
achieving its intended results. The process
approach involves the systematic definition
and management of processes, and their
interactions, so as to achieve the intended
results in accordance with the food safety policy
and strategic direction of the organization.
Management of the processes and the system
as a whole can be achieved using the PDCA
cycle, with an overall focus on risk-based
thinking aimed at taking advantage of
opportunities and preventing undesirable
results.

The recognition of the organization,s role and
position within the food chain is essential to
ensure effective

interactive communication throughout the food
chain.

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be described briefly as
follows:

Plan:

establish the objectives of the system and its
processes, provide the resources needed to
deliver the results, and identify and address risks
and opportunities;

Do:

implement what was planned;

Check:

monitor and (where relevant) measure
processes and the resulting products and
services, analyse and evaluate information and
data from monitoring, measuring and
verification activities, and report the results;

Act:

take actions to improve performance, as
necessary.

In this document, and as illustrated in Figure 1,
the process approach uses the concept of the
PDCA cycle at two levels. The first covers the
overall frame of the FSMS (Clause 4 to Clause
7 and Clause 9 to Clause 10). The other level
(operational planning and control) covers the
operational processes within the food safety
system as described in Clause 8.
Communication between the two levels is
therefore essential.






Obrazek 1 - Vyobrazeni cyklu Planuj - Délej - Kontroluj - Jednej ve dvou Grovnich






Figure 1 - Illustration of the Plan-Do-Check-Act cycle at the two level

0.3.3 Zvazovani rizik

0.3.3.1 Obecné

Zvazovani rizik je nezbytné pro vybudovani
efektivniho systému FSMS. V tomto
dokumentu se zvazovani rizik resi ve dvou
urovnich - organizacni (viz 0.3.3.2) a provozni
(0.3.3.3) - coz je v souladu s procesnim
pristupem popsanym v 0.3.2.

0.3.3.2 Management rizik organizace
Riziko je uCinek nejistoty a kazda takova
nejistota miize mit pozitivni nebo negativni
ucinky. V kontextu mana-

gementu rizik organizace miize pozitivni
odchylka vyplyvajici z rizika poskytnout
prilezitost, avSak ne vSechny pozitivni t¢inky
rizika maji za nasledek prilezitosti.

0.3.3 Risk-based thinking

0.3.3.1 General

Risk-based thinking is essential for achieving an
effective FSMS. In this document, risk-based
thinking is addressed on two levels,
organizational (see 0.3.3.2) and operational (see
0.3.3.3), which is consistent with the process
approach described in 0.3.2.

0.3.3.2 Organizational risk management
Risk is the effect of uncertainty, and any such
uncertainty can have positive or negative
effects. In the context of organizational risk
management, a positive deviation arising from
a risk can provide an opportunity, but not all
positive effects of risk result in opportunities.



Aby organizace vyhovéla pozadavkiim tohoto
dokumentu, planuje a realizuje opatreni pro
feSeni rizik organizace (kapitola 6). Re$eni
rizik vytvari zaklad pro zvySeni efektivnosti
systému FSMS, dosazeni lepsich vysledka
a zabranéni negativnim G¢inktm.

0.3.3.3 Analyza nebezpeci - provozni
procesy

Koncepce zvaZzovani rizik zaloZena na zasadach
HACCP na provozni irovni je v tomto
dokumentu implicitni.

Nasledné kroky v HACCP lze povazovat za
nezbytna opatreni k zabranéni nebezpeci nebo
jejich sniZzovani na prijatelné urovné s cilem
zajistit, aby byla potravina v dobé spotreby
bezpecéna (kapitola 8).

Rozhodnuti ¢inénd pri uplathovani HACCP maji
byt

védecky podlozena, maji byt nepredpojata

a maji byt dokumentovéna. Dokumentace ma
obsahovat veskeré klicové predpoklady

v procesu rozhodovani.

0.4 Vazby na ostatni normy
systému managementu

Tento dokument byl vypracovan v ramci zavazné
struktury ISO (HLS). Cilem HLS je zlepSit
sladéni norem ISO pro systémy managementu.
Tento dokument umoznuje organizaci pouzivat
procesni pristup spolu s cyklem PDCA

a zvazovanim rizik, aby sladila nebo propojila
svij systém FSMS s pozadavky jinych systému
managementu a podpurnych norem.

Tento dokument je klicovou zdsadou a ramcem
pro systémy FSMS a stanovuje specifické
pozadavky systému FSMS pro organizace

v celém potravinovém

retézci. Spolu s timto rémcem se muze
pouzivat dalsi navod tykajici se bezpecnosti
potravin, specifikaci a/nebo pozadavku
specifickych pro potravinarské odvétvi.

ISO navic vypracovala soubor souvisicich
dokumentt. Patti sem dokumenty pro

- programy nezbytnych predpokladu (soubor
ISO/TS 22002) pro specifickd odveétvi
potravinového retézce;

- pozadavky na organy provadéjici auditovani
a certifikaci;

- sledovatelnost.

To conform to the requirements of this
document, an organization plans and
implements actions to address organizational
risks (Clause 6). Addressing risks establishes

a basis for increasing the effectiveness of the
FSMS, achieving improved results and preventing
negative effects.

0.3.3.3 Hazard analysis - Operational
processes

The concept of risk-based thinking based on the
HACCP principles at the operational level is
implicit in this document.

The subsequent steps in HACCP can be
considered as the necessary measures to
prevent hazards or reduce hazards to
acceptable levels to ensure food is safe at the
time of consumption (Clause 8).

Decisions taken in the application of HACCP
should be based on science, free from bias and
documented. The documentation should
include any key assumptions in the decision-
making process.

0.4 Relationship with other
management system

standards

This document has been developed within the
ISO high level structure (HLS). The objective
of the HLS is to improve alignment between ISO
management system standards. This document
enables an organization to use the process
approach, coupled with the PDCA cycle and risk-
based thinking, to align or integrate its FSMS
approach with the requirements of other
management systems and supporting
standards.

This document is the core principle and
framework for FSMSs and sets out the specific
FSMS requirements for organizations
throughout the food chain. Other guidance
related to food safety, specifications and/or
requirements specific to food sectors can be
used

together with this framework.

In addition, ISO has developed a family of
associated documents. These include
documents for:

- prerequisite programmes (ISO/TS 22002
series) for specific sectors of the food chain;

- requirements for auditing and certification
bodies;
- traceability.



ISO také poskytuje organizacim dokumenty

s navodem, jak zavadét tento dokument

a souvisici normy. Informace jsou k dispozici
na webovych strankach ISO.

1 Predmet normy

Tento dokument specifikuje pozadavky na
systém managementu bezpecnosti potravin
(FSMS) umoznujici organizaci, ktera je primo
nebo neprimo zapojena v potravinovém retézci:
a) planovat, zavadét, pouzivat, udrzovat

a aktualizovat systém FSMS poskytujici
produkty a sluzby, které jsou v souladu s jejich
zamyslenym pouzitim bezpecné;

b) prokazovat soulad s prislusnymi pozadavky
zékonu a predpisl na bezpecnost potravin;

¢) hodnotit a posuzovat oboustranne
odsouhlasené po-

zadavky zakazniku na bezpecCnost potravin

a prokazovat shodu s témito pozadavky;

d) efektivné sdélovat zainteresovanym
stranam v potravinovém retézci zalezitosti
bezpecnosti potravin;

e) zajistovat, aby organizace plnila svoji
stanovenou politiku bezpecnosti potravin;

f) prokazovat shodu relevantnim
zainteresovanym stranam;

g) usilovat o certifikaci nebo registraci
systému FSMS externi organizaci nebo
provadét sebehodnoceni nebo vydat vlastni
prohlaseni o shodé s timto dokumentem.
VSechny pozadavky tohoto dokumentu jsou
generické a jsou urceny k pouziti vSemi
organizacemi v potravinovém retézci bez
ohledu na jejich velikost a slozitost. Mezi
organizace, které jsou primo ¢i neprimo
zapojeny, mimo jiné patti vyrobci krmiv, vyrobci
potravy pro zvirata, organizace pro sklizen plané
rostoucich rostlin a odchyt divoce Zijicich zvirat,
zemeédeélci, vyrobci slozek potravin, vyrobci
potravin, maloobchodnici a organizace poskytujici
sluzby pro potravinarstvi, cateringové sluzby,
Cistici a sanitacni sluzby, doprava, skladovani
a distribuc¢ni sluzby, dodavatelé zarizeni,
Cisticich a dezinfekénich prostredki, obalovych
materiala a jinych materiali prichéazejicich do
styku s potravinami.

ISO also provides guidance documents for
organizations on how to implement this
document and related standards. Information
is available on the ISO website.

1 Scope

This document specifies requirements for

a food safety management system (FSMS) to
enable an organization that is directly or
indirectly involved in the food chain:

a) to plan, implement, operate, maintain and
update a FSMS providing products and
services that are safe, in accordance with their
intended use;

b) to demonstrate compliance with applicable
statutory and regulatory food safety
requirements;

c) to evaluate and assess mutually agreed
customer food safety requirements and to
demonstrate conformity with them;

d) to effectively communicate food safety
issues to

interested parties within the food chain;

e) to ensure that the organization conforms to
its stated food safety policy;

f) to demonstrate conformity to relevant
interested parties;

g) to seek certification or registration of its
FSMS by an external organization, or make

a self-assessment or self-declaration of
conformity to this document.

All requirements of this document are generic
and are intended to be applicable to all
organizations in the food chain, regardless of
size and complexity. Organizations that are
directly or indirectly involved include, but are
not limited to, feed producers, animal food
producers, harvesters of wild plants and animals,
farmers, producers of ingredients, food
manufacturers, retailers, and orga-

nizations providing food services, catering
services, cleaning and sanitation services,
transportation, storage and distribution services,
suppliers of equipment, cleaning and
disinfectants, packaging materials and other
food contact materials.



Tento dokument umoznuje kazdé organizaci,
vCetné malych a/nebo méné rozvinutych
organizaci (napr. malych farem, malych firem pro
baleni a distribuci, malych malo-

obchodnich prodejen nebo stravovacich sluzeb),
zavadét externé vyvijené prvky do svého
systému FSMS.

Pro splnéni pozadavku tohoto dokumentu se
mohou pouZivat interni a/nebo externi zdroje.

This document allows any organization,
including small and/or less developed
organizations (e.g. a small farm, a small
packer-distributor, a small retail or food
service outlet) to implement externally-
developed elements in their FSMS.

Internal and/or external resources can be used
to meet the requirements of this document.

Konec nahledu - text dale pokracuje v placené verzi CSN.



